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DETAILED ACTION 



1 . Claims 9-21 and 23-29 are pending and under consideration. 



2. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 05/16/2007 has been entered. 



Claim Rejections - 35 USC § 112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

4. Claims 9-21 and 23-29 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a New Matter rejection. 
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The phrases: "in an individual known to be allergic" claimed in claim 9; and "in an 
individual known to be allergic, from among a variety of possible allergen sources" claimed in 
claim 23 represent a departure from the specification and the claims as originally filed. 

Applicant's amendment filed on 08/24/2006 does not point to the specification for 
support for the newly added claim limitations. In particular, the amendment does not provide 
support for the limitations "in an individual known to be allergic" claimed in Claim 9 and "in an 
individual known to be allergic, from among a variety of possible allergen sources" claimed in 
Claim 23. The specification and the claims as originally filed do not provide a clear support for 
these claim limitations. 

Applicant's arguments filed on 05/16/2007 have been fully considered, but are not found 
persuasive. 

Applicant argues that the examples set forth in the application demonstrate methods for 
serologically identifying individuals who have serum IgE specific for ragweed, mugwort and/or 
Parietaria pollen among weed pollen allergic subjects who are known to be allergic. 

Examiner argues that the species of individuals known to be allerfiic to weed pollen does 
not read on the genus of all individuals known to be allergic . A subgenus is hot necessarily 
implicitly described by a genus encompassing it and a species upon which it reads, see In re 
Smith, 458 F.2d 1389, 1395, 173 USPQ 679, 683 (CCPA 1972). Therefore, applicants do not 
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have written support in the application as filed for the terms 'in an individual known to be 
allergic' and 'in an individual known to be allergic among a variety of possible allergen sources. 1 

5. Claims 9-21 and 23-29 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a method for serologically identifying Parietaria allergic 
patients with improved accuracy among individuals previously known to be weed pollen allergic 
comprising contacting the serum from the individual with Par jl or Par j 2 and determining the 
presence of IgE binding to Par j 1 or Par j 2 and identifying that the individual is allergic to 
Parietaria species if the serum contains IgE binding to Par jl or Par j 2, does not provide 
reasonable enablement for a method for serologically identifying with improved accuracy in an 
individual known to be allergic [to] the actual sensitizing allergen source from among a 
variety of possible allergen sources containing cross-reactive proteins or epitopes, comprising 
selecting an individual known to be allergic; contacting serum from the individual with a pure 
allergen component derived from one of the variety of possible allergen sources the pure 
allergen component having limited or no cross-reactivity, determining, in said serum, the 
presence of IgE binding to said pure allergen component; and identifying the source from 
which said pure allergen component is derived as the actual sensitizing allergen source if the 
serum contains IgE binding to said pure allergen component of claim 9; further comprising 
selecting an allergy treatment involving extract, proteins or peptides derived from said actual 
sensitizing allergen source of claim 10; wherein the allergen component is derived from 
pollen of a plant species of claim 11; wherein the plant species is a weed species of claim 12; 
wherein the weed species is mugwort, ragweed or a Parietaria species of claim 13; the weed 
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species is Parietaria judaica of claim 14; wherein the allergen component is Par j 1 or Par j 2 of 
claim 15; wherein the allergen component is recombinant of claim 16; wherein the pure allergen 
component is derived from pollen of a plant species of claim 17; wherein the pure allergen 
component is derived from a weed species of claim 18; wherein the weed species is mugwort, 
ragweed or a Parietaria species of claim 19; wherein the weed species is Parietaria judaica of 
claim 20; wherein the pure allergen component is Par j I or Par j 2 of claim 21; A method for 
serologically identifying with improved accuracy sensitivity to Parietaria pollen in an individual 
known to be allergic, from among a variety of possible allergen pollen sources, comprising 
selecting an individual known to be allergic contacting a serum sample from the individual 
with a pure allergen component of Par j 1 or Par j 2; determining, in said serum, the presence of 
lgE binding to said pure allergen component; and identifying the individual as sensitive to 
Parietaria pollen if the serum contains lgE binding to said pure allergen component of claim 23; 
wherein the allergen component is Par j 2 of claim 24; wherein the allergen component is 
recombinant Par j 2 of claim 25; A method for serological diagnosis for an individual known to 
be allergic of an actual sensitizing allergen pollen source from among a variety of possible 
allergen pollen sources containing cross-reactive proteins or epitopes with improved 
accuracy, comprising selecting an individual known to be allergic to pollen contacting a serum 
sample from the individual with a pure allergen component derived from one of the variety 
of allergen pollen sources which contain cross- reactive proteins or epitopes, the pure 
allergen component having limited or no cross-reactivity; determining, in said serum, the 
presence of IgE binding to said pure allergen component: and identifying the allergen pollen 
source from which said pure allergen component is derived as the actual sensitizing allergen 
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pollen source if the serum contains IgE binding to said pure allergen component of claim 26; 
wherein the allergen source from which the pure allergen component is derived is mugwort, 
ragweed or a Parietaria species of claim 27; wherein the pure allergen component is recombinant 
Par j 2 of claim 28; wherein the individual has previously been diagnosed as allergic to weed 
pollen, and wherein the pure allergen component is Par j 2 of claim 29.The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and or use the invention commensurate in scope with this claim. 

The specification disclosure does not enable one skilled in the art to practice the 
invention without an undue amount of experimentation. 

Factors to be considered in determining whether undue experimentation is required to 
practice the claimed invention are summarized In re Wands (858 F2d 731, 737, 8 USPQ2d 1400, 
1404 (Fed. Cir. 1988)). The factors most relevant to this rejection are the scope of the claim, the 
amount of direction or guidance provided, the lack of sufficient working examples, the 
unpredictability in the art and the amount of experimentation required to enable one of skill in 
the art to practice the claimed invention. 

The specification has not disclosed adequate support for the claimed 'pure allergen 
component 1 that is derived from one of a variety of allergen sources', 'derived from pollen of a 
plant species 1 or 'derived from a weed species' other than Par j 1 and Par j 2. These terms 
encompass an extraordinarily large amount of possible pure allergen components, both 
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discovered and unknown and include non-peptide allergens including metals and drugs. The 
derivative may also be a mutant of a naturally occurring allergen component, the application 
does not have support for any other pure allergen component for use in the claimed invention 
other than Par j 1 and Par j 2. It is highly unpredictable as to what pure allergen components can 
be used in the claimed method other than Par j 1 and Par j 2. 

The specification has not adequately disclosed any 'individual known to be allergic 1 to any 
plant, weed or structure thereof. It is difficult, if not impossible to predict what allergen structure 
as taught by Malandain (PTO-892, Reference U). There is no characteristic sequence fro a B- or 
a T-epitope that has been found so far and it is not surprising since APCs must detect whole 
molecules before cutting them into pieces. Thus, recognizing an allergen depends on certain 
properties of the whole, genuine protein, these clues being lost in T cell epitopes. The instant 
specification has not adequately disclose the the method encompassing any predicting allergy to 
any allergen from any allergen source. 

There is also insufficient support in the specification for the species of all individuals 
known to be allergic. The specification discloses weed pollen allergic subjects and a subgenus is 
not necessarily implicitly described by a genus encompassing it and a species upon which it 
reads, see In re Smith, 458 F.2d 1389, 1395, 173 USPQ 679, 683 (CCPA 1972). 

Reasonable correlation must exist between the scope of the claims and scope of the 
enablement set forth. In view on the quantity of experimentation necessary the limited working 
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examples, the nature of the invention, the state of the prior art, the unpredictability of the art and 
the breadth of the claims, it would take undue trials and errors to practice the claimed invention. 

6. Claims 9-21 and 23-29 are rejected under 35 U.S.C. 1 12, first paragraph, as 

containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Applicant is in possession of a method for serologically identifying Parietaria allergic 
patients with improved accuracy among individuals previously known to be weed pollen allergic 
comprising contacting the serum from the individual with Par jl or Par j 2 and determining the 
presence of IgE binding to Par j 1 or Par j 2 and identifying that the individual is allergic to 
Parietaria species if the serum contains IgE binding to Par jl or Par j 2. 

Applicant is not in possession of a method for serologically identifying with improved 
accuracy in an individual known to be allergic [to] the actual sensitizing allergen source 
from among a variety of possible allergen sources containing cross-reactive proteins or 
epitopes, comprising selecting an individual known to be allergic; contacting serum from the 
individual with a pure allergen component derived from one of the variety of possible 
allergen sources the pure allergen component having limited or no cross-reactivity, 
determining, in said serum, the presence of IgE binding to said pure allergen component; and 
identifying the source from which said pure allergen component is derived as the actual 
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sensitizing allergen source if the serum contains IgE binding to said pure allergen component 
of claim 9; further comprising selecting an allergy treatment involving extract, proteins or 
peptides derived from said actual sensitizing allergen source of claim 10; wherein the 
allergen component is derived from pollen of a plant species of claim 11; wherein the plant 
species is a weed species of claim 12; wherein the weed species is mugwort, ragweed or a 
Parietaria species of claim 13; the weed species is Parietaria judaica of claim 14; wherein the 
allergen component is Par j 1 or Par j 2 of claim 15; wherein the allergen component is 
recombinant of claim 16; wherein the pure allergen component is derived from pollen of a 
plant species of claim 17; wherein the pure allergen component is derived from a weed species 
of claim 18; wherein the weed species is mugwort, ragweed or a Parietaria species of claim 19; 
wherein the weed species is Parietaria judaica of claim 20; wherein the pure allergen component 
is Par j I or Par j 2 of claim 21; A method for serologically identifying with improved accuracy 
sensitivity to Parietaria pollen in an individual known to be allergic, from among a variety of 
possible allergen pollen sources, comprising selecting an individual known to be allergic 
contacting a serum sample from the individual with a pure allergen component of Par j 1 or Par j 
2; determining, in said serum, the presence of IgE binding to said pure allergen component; and 
identifying the individual as sensitive to Parietaria pollen if the serum contains IgE binding to 
said pure allergen component of claim 23; wherein the allergen component is Par j 2 of claim 24; 
wherein the allergen component is recombinant Par j 2 of claim 25; A method for serological 
diagnosis for an individual known to be allergic of an actual sensitizing allergen pollen 
source from among a variety of possible allergen pollen sources containing cross-reactive 
proteins or epitopes with improved accuracy, comprising selecting an individual known to be 
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allergic to pollen contacting a serum sample from the individual with a pure allergen 
component derived from one of the variety of allergen pollen sources which contain cross- 
reactive proteins or epitopes, the pure allergen component having limited or no cross- 
reactivity; determining, in said serum, the presence of IgE binding to said pure allergen 
component: and identifying the allergen pollen source from which said pure allergen 
component is derived as the actual sensitizing allergen pollen source if the serum contains IgE 
binding to said pure allergen component of claim 26; wherein the allergen source from which 
the pure allergen component is derived is mugwort, ragweed or a Parietaria species of claim 27; 
wherein the pure allergen component is recombinant Par j 2 of claim 28; wherein the individual 
has previously been diagnosed as allergic to weed pollen, and wherein the pure allergen 
component is Par j 2 of claim 29. 

Applicant has disclosed only a method for serologically identifying Parietaria allergic patients 
with improved accuracy among individuals previously known to be weed pollen allergic 
comprising contacting the serum from the individual with Par jl or Par j 2 and determining the 
presence of IgE binding to Par j 1 or Par j 2 and identifying that the individual is allergic to 
Parietaria species if the serum contains IgE binding to Par j 1 or Par j 2. Consequently, 
conception cannot be achieved until a representative description of the structural and functional 
properties of the claimed invention has occurred, regardless of the complexity or simplicity of 
the method. 

Adequate written description requires more than a mere statement that it is part of the 
invention. See Fiers v. Revel, 25 USPQ2d 1601, 1606 (CAFC1993). The Guidelines for the 
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Examination of Patent Application Under the 35 U.S.C.l 12, 11 T'Written Description" 

Requirement make clear that the written description requirement for a claimed genus may be 
satisfied through sufficient description of a representative number of species disclosure of 
relevant, identifying characteristics, i.e., structure or other physical and or chemical properties, 
by functional characteristics coupled with a known or disclosed correlation between function and 
structure, or by a combination of such identifying characteristics, sufficient to show the applicant 
was in possession of the genus (Federal Register, Vol. 66, No. 4, pages 1099-1 111, Friday 
January 5, 20001, see especially page 1106 3 rd column). 

V as-Cath Inc. v. Mahurkar , 19 USPQ2d 1111, makes clear that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the written description inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons 
of ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath 
at page 1 1 16.). Consequently, Applicant was not in possession of the instant claimed invention. 
See University of California v. Eli Lilly and Co. 43 USPQ2d 1398. 

Applicant is directed to the final Guidelines for the Examination of Patent Applications 
Under the 35 U.S.C. 1 12, ^ 1 "Written Description" Requirement, Federal Register, Vol. 66, No. 
4, pages 1099-1 111, Friday January 5, 2001 . 



Claim Rejections - 35 USC § 102 
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7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

8. Claims 9-21 and 23-29 are rejected under 35 U.S.C. 102(b) as being anticipated by Duro 
et al. (Reference AD; IDS filed 07/01/2002) for reasons of record set forth in the Office Action 
mailed 02/25/2005 

Applicant's arguments and Colombo declaration filed on 05/16/2007 have been fully 
considered but are not found persuasive 

Applicant argues by declaration that Duro et al. teaches the Par j 2 protein is a major 
allergen. The declaration also argues that Duro et al. does not suggest to one of ordinary skill in 
the art a method for serological diagnosis for an individual known to be allergic of an actual 
sensitizing allergen source from among a variety of possible allergen sources containing cross- 
reactive proteins or epitopes with improved accuracy. Duro et al. does not disclose or suggest 
that the Par j 2 allergen is not cross-reactive with allergen components from other allergen 
sources. Duro et al. does not teach or suggest using Par j 2 or any other purified allergen 
component in methods for diagnosis of the actual sensitizing source from a variety of possible 
allergen sources as the present application claims. Stumvoll et al. showed that the Parietaria 
pollen contains independent families of allergens with different immunological relevance. In 
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particular, Stumvoll et al. teaches the presence of cross-reactive and species-specific allergens in 
Parietaria pollen. The Par j 2 allergen belongs to the latter family and neither this discovery nor 
a method employing it were disclosed or suggested by the Duro et al. reference. Applicant also 
argues that the terminology is important in this application because the term 'pure allergen 
component' refers to Par j 1 or Par j 2, 'allergen source' refers to a species of plant. Applicant 
argues that the failing of Duro et al is that the reference does not disclose limited or no cross 
reactivity. Applicant argues that the present methods are for accurately identifying the actual 
sensitizing allergen source (for example, the actual sensitizing pollen) from among a variety of 
allergen sources (for example, various weed pollens) for an individual who is already known to 
be allergic. Applicant goes on to say that the present methods are for identifying to which 
particular allergen source, for example, to which pollen, the individual is allergic and not for 
generally diagnosing allergy. Applicant argues that Duro et al. fails to teach a method for 
serologically identifying the actual sensitizing allergen source among a variety of possible 
allergen sources because Duro et al. is directed to a single allergen source. Applicant further 
argues that Duro et al., do not teach a method for selection of an allergy treatment involving 
extract, proteins or peptides derived from said allergic sensitizer. 



The declaration of Mr. Colombo filed on 05/16/2007 under 37 C.F.R. 1.132 is 
insufficient to overcome the rejection under 102(b) for the following reason: The Examiner 
understands applicant's position that the serum used in Duro et al. was from Parieta judaica 
allergic patients and only Parieta judaica derived peptides were used, so Applicant feels that 
there is no way that any determination is being made among allergen sources . However, as 
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evidenced by the Applicant's own specification and claims, Par j 2 is diagnostic of Parieta 
judaica pollen allergy. Since only 82% of the patients reacted with Par j 2, 18% of the patients 
are inherently NOT allergic to Parieta judaica afterall and therefore must be allergic to another 
allergen from another allergen source. Duro et al. need not "teach" that Par j 2 is non-cross 
reactive. It is well known that peptides have specific properties that are related to their length 
and sequence. It is highly unpredictable that two peptides that lack 100% length and sequence 
identity will have the same properties. Therefore, it is inherent in this teaching, as all other 
teachings, that the properties of a given protein or peptide are novel and specific to that protein 
or peptide, unless evidence is presented to the contrary. Duro et al. does not need to teach that 
Par j 2 does not cross react with other polypeptides from other allergen sources since it is not 
presumed that it would cross react given that it is not the exact same peptide as that from other 
allergen sources. 

Examiner maintains the position that Duro et al. teaches contacting serum with 
recombinant Par j 2 to detect pollen allergy. Duro et al., further teaches that the characterization 
of the recombinant antigen is a preliminary step for use of said protein therapeutically. The prior 
art teaches all of the method steps of the claimed invention and as such anticipates the claimed 
invention. The preamble adds no additional limitations to the claims since the same product was 
used in the same method steps for identifying allergens from patients. 



Application/Control Number: 10/027,625 Page 15 

Art Unit: 1644 

Duro et al., teaches serologically (from serum) identifying the actual sensitizing allergen 
(Parieta judaica pollen) from a variety of possible allergen sources (all allergens other than 
Pari eta judaica pollen as the evidenced by the specification which teaches that Par j 2 does not 
cross react amongst other weed allergen species), since the IgE of the Parieta judaica pollen 
sensitive patients was used and 82% of the Parieta judaica pollen sensitive patients serums 1 IgE 
reacted with recombinant Par j2. If the Par j2 is a pure allergen component without cross- 
reactivity with use as a diagnostic tool for diagnosing that specific allergy, then this information 
shows that 18% of the patients were not allergic to P. judaica. Therefore, the results inherently 
show that 18% of the patients were allergic to another allergen from a variety of allergen sources 
other than P. judaica, presumably with cross-reacting proteins or epitopes to P. judaica. 
Additionally, Duro et al. inherently teaches serologically identifying the actual sensitizing 
allergen (recombinant Par j2) from a variety of allergen sources since Par j2 is the allergen 
selected amongst all allergens to perform the experiments. It is also noted that amongst the 
Parieta judaica allergic patients' serum that were tested, the IgE of only 82% of patients reacted 
with Par j2. 

In addition, Duro et al, does teach that previous to their disclosed method that the P. 
judaica allergen was known to have at least 9 allergens having different molecular weights and in 
order to plan a diagnostic and therapeutic approach to allergic reaction a preliminary step is to 
purify and characterize (i.e. serologically identify with improved accuracy) each major allergen 
by cloning the allergen and testing its immunoreactivity in blood from patients with P. judaica 
reactivity. This method anticipates the method according to claim 10 that recites the selection of 
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the allergy treatment involves extract, protein or peptides derived from the allergen source. The 
preliminary steps above include peptides and proteins and are necessary to plan a diagnostic and 
therapeutic approach as taught by Duro et al. 

9. No claim is allowed. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nora M. Rooney whose telephone number is (571) 272-9937. 
The examiner can normally be reached Monday through Friday from 8:30 am to 5:00 pm. A 
message may be left on the examiner's voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Christina Chan can be reached on (571) 
272-0841. The fax number for the organization where this application or proceeding is assigned 
is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



June 7, 2006 
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